Introduction
============

From the conception in the 1970s it has been argued that ethics is part of health technology assessment (HTA) \[[@R1]\]. Early definitions of technology assessment explicitly include ethical issues: "Technology assessment is comprehensive in scope, examining impacts on social, ethical, legal, and other systems . . ." \[[@R2]\], and so do more recent definitions of HTA \[[@R3]\], \[[@R4]\], \[[@R5]\]. E.g., HTA is defined as:

Identifying evidence, or lack of evidence, on the benefits and costs of health interventionsSynthesizing health research findings about the effectiveness of different health interventionsEvaluating the economic implications and analysing cost and cost-effectivenessAppraising social and ethical implications of the diffusion and use of health technologies as well as their organisational implications \[[@R5]\].

A variety of methods in ethics are available, and some have been developed specially for integrating ethics in HTA \[[@R6]\], \[[@R7]\], \[[@R8]\]. Table 1 [(Tab. 1)](#T1){ref-type="fig"} gives an overview of some of the approaches.

Despite the many available methods, HTA reports seldom include ethics, i.e., there appear to be more methods than applications \[[@R9]\]. Regardless of the explicit definitions of HTA who include ethics, "\[i\]n practice, HTAs are frequently more narrowly defined" \[[@R10]\]. 17% of 680 HTA reports from six Canadian agencies addressed ethical issues between 1997 and 2006 \[[@R11]\] and 5% of 223 HTA reports published from nine HTA agencies between 2003 and 2006 in four different countries considered ethical, social and organizational issues, in addition to clinical and economic evaluations \[[@R12]\]. Only few articles in International Journal of Health Technology Assessment are about ethics \[[@R13]\].

How come if ethics is a constituent part of HTA, and there are many methods available, ethics is rarely part of practical HTA work? This is the key question in this article. There must be some quite compelling reasons for NOT integrating ethics, as ethics still plays a modest role in HTA, more than 30 years after its conception.

In this article I identify several of the reasons why ethics is not an integrated part of HTA. Although these reasons may work well as explanations for why ethics is not integrated, closer scrutiny reveals that they are not sound as justifications for not integrating ethics. At the end alternative strategies for addressing ethical issues in HTA are discussed. The identified reasons for not to integrate ethics in HTA are:

A\) Ethicists are professional strangers in HTA.

B\) A common agreed methodology for integrating ethics is lacking.

Ethics methodology appears to be C) deficient, D) insufficient, or E) unsuitable.

F\) Integrating ethics in HTA is neither efficient nor needed for successful HTA.

G\) Most moral issues are general, and are not specific to a given technology.

H\) All relevant ethical issues can be handled within other frameworks, e.g., within economics.

I\) Ethics can undermine or burst the foundation of HTA.

Why not integrate ethics in HTA?
================================

There appear to be many reasons why ethics is not integrated in HTA. In the following the identified reasons will be presented. Whether these explanations also work as justifications, will be discussed below.

However, first a short clarification. The question "why not integrate ethics in HTA" can mean "why ethics as a discipline should not be integrated into HTA," "why ethicists should not be part of HTA staff," "why ethicists should not take part in HTA procedures," or "why methods or approaches in ethics should not be integrated into HTA." The focus of attention in this article is the reasons *why ethical issues are not addressed in the HTA process of those agencies who define ethics as a constituent part of HTA*.

A) Strangers from other professional cultures
---------------------------------------------

One of them is that ethics and HTA are profoundly different activities. The goals, methods, models, and modes of rationality of HTA and ethics are categorically dissimilar. HTA has a stringent methodological basis that appears incompatible with ethics and that is hard to change in order to facilitate integration. HTA and ethics are based in quite distinct cultures. While HTA originates from the natural sciences, ethics is firmly based in the humanities. HTA may see ethics as yet another tool \[[@R14]\], \[[@R15]\] or handmaiden \[[@R16]\], while ethics as a discipline does not easily fit in such formulas.

Accordingly, ethicists are *professional strangers* in the field of HTA.

B) No methodology
-----------------

Moreover, there is no agreement on (ethical) method which could be integrated in HTA. A series of traditional ethical approaches have been applied, such as principlism \[[@R17]\], \[[@R18]\], \[[@R19]\], casuistry \[[@R20]\], utilitarianism, and coherence analysis \[[@R21]\], \[[@R22]\], \[[@R23]\], \[[@R24]\]. In addition, a wide variety of methods have been developed specially for handling ethical issues in HTA, such as an interactive (participatory) HTA \[[@R25]\], \[[@R26]\], \[[@R27]\], \[[@R28]\], a context sensitive approach \[[@R29]\], an eclectic approach \[[@R30]\], a complex systems approach \[[@R31]\], various approaches within the framework of Social Shaping of Technology \[[@R32]\], \[[@R33]\], and several axiological approaches \[[@R6]\], \[[@R34]\], \[[@R35]\], \[[@R36]\]. See Table 1 [(Tab. 1)](#T1){ref-type="fig"}. Although there have been serious attempts to come to agreements on methodology in working groups on ethics in INHTA \[7\], HTAi, and EUnetHTA there is still no univocal agreement. We lack methodological guidelines for addressing ethical issues \[[@R37]\]. Addressing ethical issues may therefore be left out, because there are too many methods and to little agreement.

Hence, the *lack of agreed methodology* may be one reason why ethics is left out.

C) Deficient methodology
------------------------

There may be many roots to this lack of agreement on methodology. It may be because available ethics methodology is flawed or deficient \[[@R38]\], \[[@R39]\], \[[@R40]\], the methods are underdeveloped \[[@R41]\], poorly adapted to HTA, or because ethical approaches may always be subjective and biased \[[@R41]\]. Accordingly, one can argue that ethics methodology is unsuitable for HTA.

D) It is not worth the effort
-----------------------------

A corresponding pragmatic argument goes like this: it has taken so long to try to integrate ethics in HTA and so many resources has been spent; it obviously cannot be worth the effort. There is no evidence of the effectiveness and efficiency of HTA when integrating ethics. It is hard to design studies showing the outcome of integrating ethics, but even if such obstacles would be overcome; there are reasons to believe that the efficiency is low. Having to address ethical issues (explicitly) may hamper the decision making process. The forecasted or promised increased diffusion of HTA results when integrating ethics has not been observed \[[@R6]\]. Moreover, ethicists tend to mess things up more than sort them out. We need clear answers, not muddled questions. Letting one ethicist into the room is the same as letting in a pile of incoherent opinions. Moreover, a survey revealed that most HTA professionals believe that ethical assessments could be performed by HTA experts \[[@R13]\]. This means including ethicists in the HTA process is not necessary.

Hence, it is *not efficient to integrate ethics in HTA*, as it does not pay off, especially not when involving ethicists.

E) Not needed
-------------

In a survey among 104 authors in International Journal of Technology Assessment between 2005 and 2007, more than 90 percent of respondents agreed that healthcare decisions involved value judgments and that ethical analysis was important to HTA \[[@R13]\]. However, less than half of them considered ethical analysis and recommendations to be necessary.

In the search for evidence, moral issues are avoided \[[@R10]\]. Accordingly, ethical analysis is *not needed* in HTA.

F) Too narrow scope
-------------------

Moreover, there appear to be profound limitation in ethics reducing its relevance for HTA. A core characteristic of technology is its unintended and surprising applications. E.g. radiological services developed for diagnosing somatic diseases, are used also for treating mental conditions in patients, such as fear and health anxiety, to confirm people's health, and (sometimes, but not insignificantly) to treat mental conditions of referring physicians, e.g., professional uncertainty and uneasiness as well as fear of litigation. Moreover, normative issues important to decision makers, such as political pressure on vaccines and screening programs, may not be covered by ethics approaches.

Hence, ethics may be *too limited in scope* to address the important moral aspects of health technology.

G) Business as usual
--------------------

Additionally, most technologies are not morally challenging, and need no ethical analysis \[[@R21]\]. Ethical analyses have been developed and used for curious technologies such as cochlea implants, assistive reproductive technologies (ARTs), and genetic tests (GTs). These technologies pose general moral issues and not issues related to the specific technology. E.g., cochlea implants pose issues with respecting sign language communities, ARTs raise questions of how far we should go in creating and selecting human embryos, and GTs actualize issues on how we should handle predictive information. These are general moral questions, which are made topical by the technology \[[@R42]\]. With regards to diagnostic ultrasound machines, statins, and bypass surgery, there is little disagreement. There may of course be moral issues with regards to prioritization, but it can be argued that these are mainly political issues, or ethical issues related to the decision making context, and are not genuine to the technology to be assessed. Hence, there are *few moral issues* related to specific technologies, as most moral issues are general issues that should be debated on a general level in society, and not related to the assessment of specific technologies.

H) Economy covers it all
------------------------

Correspondingly, one can argue that economic analysis is sufficient for handling ethical issues in HTA. The morally relevant issues, such as benefit (clinical effectiveness), safety (harm), equity and distributive justice, can be exhaustively handled in terms of economic evaluation. Other moral issues may of course be relevant, but are not part of HTA. The utilitarianism at the bedrock of economics is sufficient for handling all relevant ethical issues with health technology, especially if we include compensations for some of its adverse effects, such as age discrimination. Hence, *economics covers all relevant ethical issues*, and no extra ethical analysis is needed.

I) Bursting the HTA framework
-----------------------------

One more reason why ethicical issues have not obtained a more noticeable place in HTA is that ethics may burst the limits to what kind of issues that then could be addressed. Health technology can have a wide range of ethical implications. It is well known that health technology can challenge human autonomy, integrity, dignity, human rights, moral status, equity, justice, and that safety issues can be morally challenging \[[@R6]\], \[[@R8]\], \[[@R34]\]. However, the normative issues are much wider, and include challenges with definitions of health care ends (end points), definitions and classification of disease entities, corresponding stigmatization of patient groups, medicalization, turf wars, and defensive medicine. It involves cultural and societal values such as linguistic identity (deaf community), research ethics (ways of gaining knowledge), and implications for legal and political systems (challenges with consumer liability) \[[@R43]\].

Hence, ethics may challenge the foundation of HTA. Ethics may contest HTA's scientific aspirations and influence or even undermine its methodological bedrock. It challenges the scientific purity of systematic reviews by questioning end-points, challenges evidence paradigms \[[@R43]\], \[[@R44]\], \[[@R45]\], discloses stakeholders' interests, queries the role of HTA agencies and their agents, and promotes patient participation. Ethics could revolutionize HTA, and come *to integrate HTA in ethics rather than integrating ethics in HTA*. It would move HTA from assessing technology to shaping technology, from observing the application of technology to intervening in its implementation, and from a unilateral to a bilateral conception of the relationship between technology and society \[[@R43]\].

Hence, there is no limit to or control of what could be integrated in HTA, so ethics could *undermine or burst the foundation of HTA*.

Correspondingly, it can be argued that ethical issues are better dealt with in the framework of (Parliamentary) Technology Assessment (PTA) than in HTA. HTA is more preoccupied with the "clinical perspective" than with the "societal perspective" of PTA \[[@R10]\], \[[@R46]\]. The most relevant and pressing ethical issues will not be addressed within the HTA framework, but only those selected by the HTA ideology \[[@R25]\], \[[@R27]\], \[[@R28]\], \[[@R32]\], \[[@R33]\], \[[@R34]\], \[[@R37]\], \[[@R38]\], \[[@R46]\], \[[@R47]\]. "Biomedicine appears to have been more of a task for parliamentary TA than for classical Health Technology Assessment." (\[[@R46]\], p. 215) Hence, if moral issues should be handled, it will be more effectively done in the framework of TA or other frameworks.

In other words ethics would promote a transfer of HTA to (Parliamentary) Technology Assessment framework \[[@R46]\]. Instead of assessing the implications of a technology within a given social framework, it may reframe the conception of disease, health, technology, and health care ends. The (health) conditions, end-points, assessment perspectives are to depend on and be shaped by our social values. Such a "normative contamination" could harm HTA methodology, and avoiding integrating ethics in HTA, would be a way to keep HTA clean. Letting ethics into HTA can adjourn the differentiation between various kinds of norms (moral norms, scientific norms, technological norms, policy making norms, political norms) and consequently disguise power-knowledge relationships. \[On the other hand one can argue that one should prevent to integrate ethics in HTA in order to avoid contaminating ethics. There is a substantial danger that ethics is applied as a tool or device in HTA in order to handle normative issues \[[@R15]\], reducing ethics to a normative technology.\]

Discussion
==========

Hence, there are many reasons for not integrating ethics in HTA, many of which provide reasonable explanations for why ethics is not yet an effectively integrated part of HTA. The following have been identified:

A\) Ethicists are professional strangers in HTA.

B\) A common agreed methodology is lacking.

C\) Ethics methodology appears to be deficient,

D\) insufficient, and unsuitable.

E\) Integrating ethics in HTA is neither efficient nor needed.

F\) Ethical analysis has a too narrow scope.

G\) There are few ethical issues which are technology specific.

H\) All relevant ethical issues can be handled within economics.

I\) Ethics can contaminate, undermine or burst the foundation of HTA.

There may of course also be other reasons, explaining why ethics is so peripheral in HTA, e.g., that it makes HTA more expensive, that professional ethicists with HTA expertize are hard to find etc. However, the reasons presented above are considered to be the most plausible reasons why ethics is not integrated in HTA, and those reasons that may also serve as arguments for not integrating ethics in HTA.

However, are these reasons, also good arguments against integrating ethics? Do they justify not addressing ethical issues in HTA reports?

A\) Ethicists being professional strangers in HTA is hardly a good argument. HTA does not comprise a professional unity, and there are other "strangers" in HTA as well, who are well assimilated. HTA agencies hire statisticians, epidemiologists, MDs, biologists, economists, physiotherapists, midwifes, anthropologists, and social scientists, to mention but a few. Within each of these, there are many schools.

B\) The lack of common methodology is hardly a convincing argument either, as there are debates and disagreements on methodological issues within HTA, and multiple methods are applied in statistics, economics, and in ethics. A lack of standard or guidance does hardly justify not addressing ethical issues. Besides it is argued (by ethicists) that the important thing is not which method is used, but that ethical issues are addressed \[[@R7]\], \[[@R8]\], \[[@R34]\], \[[@R35]\].

C\) Whether ethics methodology is deficient, insufficient or unsuitable strongly depends on the purpose of ethical analysis, e.g., whether the goal is assessment, appraisal, or elaborating guidelines. It is difficult to see why all ethical methods should be unsuitable for all purposes.

D\) It is of course difficult to assess the effectiveness and efficiency of integrating ethics in HTA. However, there is little assessment of HTA itself. How effective is HTA as a decision making support system? If this is a good argument against ethics in HTA, it is a good argument against many forms of HTA as well. If one does not require evidence of the effectiveness and efficiency of HTA itself, it is hard to see why one should require evidence for the effectiveness and efficiency of integrating ethics in HTA. The other way around: if one had methods to assess the effectiveness and efficiency of HTA, it would be reasonable to assess HTA with integrated ethics in the same manner. Moreover, if HTA experts could address ethical issues in HTA \[[@R13]\], then this actually could be a way to integrate ethics in HTA and an argument for doing so.

E\) Although most authors in IJHTAHC did not find ethical analyses or recommendations necessary, this does not mean that such analysis and recommendations are not important for the decision process. Besides they appear to be inconsistent when finding that value judgments are important to HTA, but that analysis of such value issues are not \[[@R13]\].

F\) It may well be that some approaches in ethics have too narrow scopes to address all relevant moral aspects of health technologies. However, it is hard to see how this is a convincing argument against addressing ethical issues in HTA, as the problem appears to be the opposite. HTA agencies do not find it compelling to address ethical issues. Besides, existing HTA methodology is not able to address unforeseen implications of technology. On the contrary, several of the ethical approaches explicitly focus on unforeseen implications (see Table 1 [(Tab. 1)](#T1){ref-type="fig"}) \[[@R35]\]. Moreover, the fact that ethical analyses may overlook some aspects, does not mean that they systematically overlook the most important ethical aspects.

G\) Although, many of the moral issues discussed with respect to health technology are generic or general, it does not make it irrelevant to highlight, analyze, and discuss them when assessing particular technologies. Moreover, issues of prioritization may be political, or ethical issues related to the decision making process. They are nevertheless ethical issues related to the implementation of the health technology.

H\) While economy has come to be ever more important, it is far from obvious that all moral questions can be discussed within the framework of economics. Economic analysis has, as mentioned above, a series with limitations in addressing ethical issues. Moreover, the conclusions from utilitarianism as a moral theory may diverge significantly from those of economic analysis.

I\) It is hard to believe that ethics would be able to undermine HTA methodology and identity. Besides, HTA has been influenced from many fields (statistics, economics, study design, health policy making) and has been evolving rapidly, integrating perspectives and methodologies from various areas. Although somewhat different, it is difficult to see that ethics cannot be part of the HTA development. Ethics is about evaluation. So is HTA. Hence, ethics should not be a stranger to HTA more than other integrated disciplines. Moreover, HTA is in continuous development and is influenced from a wide range of general trends and theories. Ethics may well be one of them. Additionally, the claim that ethics could undermine or burst the foundation of HTA is only true for perspectives of "ethics *of* HTA" and not for "ethics *in* HTA." Hence, there are a wide range of approaches available that do not threaten HTA, see Table 1 [(Tab. 1)](#T1){ref-type="fig"}.

Hence, although the identified reasons why ethics is not part of HTA may well explain why there is so little ethics in HTA practice, they do not represent convincing arguments that ethics should not be part of HTA and are not supported by such arguments. That is, they do not justify excluding addressing ethical issues in HTA.

The arguments *for* integrating ethics in HTA still appear to have some weight. The major reason for the relevance of ethics is that health care is a moral endeavor, and that ethics is a reflection on this moral endeavor. Correspondingly, HTA is a reflection on certain aspects of health care, and therefore, HTA cannot escape the moral issues that are embedded in its subject matter.

Furthermore, health technology is related to values \[[@R6]\], \[[@R47]\], \[[@R48]\], \[[@R49]\], \[[@R50]\], \[[@R51]\], \[[@R52]\], \[[@R53]\] and is a way to improve the life of human individuals. This involves questions of what *the good life* is, and hence ethical issues (in terms of endpoints of health interventions). Trying to ignore such questions may inflict with the moral foundation of health care: to help people.

Additionally, ethics is systematic reflection on values. HTA is an *evaluation*, and as such also a reflection on values. As HTA shares the aim of health care, i.e., the good and healthy life of individual citizens, HTA also includes assessment of moral values. And as HTA cannot free itself from dealing with moral values (underpinning its professional and methodological values), there is a profound affinity between HTA and ethics.

Hence, there are still relevant arguments for integrating ethics in HTA \[54\].

So what should we do after more than 30 years of intentions with few implications?

There are several options. We can:

Exclude ethics from definitions of HTA, and consequently, establish a separate kind of evaluation (Health Technology Evaluation -- HTE) focusing on ethics.Take the existing definition seriously and actually integrate ethics in the performance of HTA today, e.g., by using one or more of the approaches listed in Table 1 [(Tab. 1)](#T1){ref-type="fig"}.Amend, expand or change HTA to incorporate ethics, e.g. through fourth generation evaluation \[[@R54]\], Parliamentary Technology Assessment, PTA \[[@R46]\], or a series of other options.

The first option is obviously the purest and easiest. If health technology assessments, decision making, and health policy making will benefit from this, is open for discussion.

The second option demands that we translate words into actions, i.e., we have to take the definitions of HTA seriously. It may make HTAs more complicated. However, it may also make the HTA process and decisions more open and transparent. The third option is most challenging for traditional HTA. However, a revision of HTA through input from ethics and other disciplines may be mutually fruitful. "Given the profound societal changes associated with the integration of health technologies, HTA producers have a particular responsibility to enlighten and inform technology-related policy and public debate. Fulfilling this role, though, requires making social and ethical dimensions explicit in HTA processes and products." \[[@R55]\]

Other options than those mentioned here, may also be relevant. One can abandon HTA altogether and replace it by other forms of evaluation, or by particular perspectives in moral philosophy or in science and technology studies (STS). Discussing such alternatives is beyond the scope of this article.

Moreover, it may be argued that the definitions of HTA quoted in the introduction only argue that ethical aspects have to be regarded as well as social and legal aspects. In a strict sense they do not say that ethics, e.g. as a discipline, has to be part of HTA. However, as pointed out at the outset of this article, the important point is whether ethical issues are addressed. Introducing ethics is of course but one way to addressing ethical issues.

It may also be maintained that the arguments in favor of addressing ethical issues in HTA presented above (health care being evaluative, aiming at "the good life," technology being value laden, and HTA itself being evaluative) are general arguments for integrating ethics in many fields of decision making, such as politics, but not specific arguments for integrating ethics in HTA. Here we may reply that whether an argument also has general implications, does not necessarily weaken its specific relevance. Moreover, the arguments for integrating ethics in HTA have been addressed in detail elsewhere \[[@R56]\]. The point here has been to examine the reasons why ethical issues have not been integrated in HTA.

The point here is not to promote one of the options in particular, but only to indicate that we need to move on from a situation where we have definitions of HTA which are not in correspondence with our practice.

Conclusion
==========

There are many reasons why ethics is not an integrated part of HTA today, more than 30 years after identifying ethics as constitutive to HTA. These reasons can explain why it is so, but they do not work as compelling arguments for not addressing ethical issues in HTA. Health is a matter of *the good life*, i.e., an ethical issue. This makes technology to improve health an issue for ethics as well. The same goes for methods to evaluate health technology.

In the current situation we can either exclude ethics from definitions of HTA, and as a consequence, establish a separate kind of evaluation (Health Technology Evaluation -- HTE), or we can take the existing definition seriously and actually integrate ethics in the performance of HTA today, e.g., by implementing one of the approaches mentioned in Table 1 [(Tab. 1)](#T1){ref-type="fig"}, or we can amend, expand or change HTA so that ethics is more genuinely incorporated.

Which of the options to choose is open for discussion, but we need to move on from a situation where we have a definition of HTA which is not in correspondence with HTA practice.

Notes
=====
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